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nutrients received from a supplier or
prepared by an infant formula manu-
facturer.

Production aggregate means a quan-
tity of product, or, in the case of an in-
fant formula produced by continuous
process, a specific identified amount
produced in a unit of time, that is in-
tended to have uniform composition,
character, and quality, within specified
limits, and is produced according to a
master manufacturing order.

Production wunit means a specific
quantity of an infant formula produced
during a single cycle of manufacture
that has uniform composition, char-
acter, and quality, within specified
limits.

Production unit number or production
aggregate number means any distinctive
combination of letters, numbers, sym-
bols, or any combination of them, from
which the complete history of the man-
ufacture, processing, packing, holding,
and distribution of a production aggre-
gate or a production unit of infant for-
mula can be determined.

Quality factors means those factors
necessary to demonstrate the safety of
the infant formula and the bio-
availability of its nutrients, as pre-
pared for market and when fed as the
sole source of nutrition, to ensure the
healthy growth of infants.

Representative sample means a sample
that consists of a number of units that
are drawn based on rational criteria,
such as random sampling, and intended
to ensure that the sample accurately
portrays the material being sampled.

Shall is used to state mandatory re-
quirements.

[79 FR 8059, Feb. 10, 2014, as amended at 79
FR 33070, June 10, 2014]

Subpart B—Current Good
Manufacturing Practice

§106.5 Current good manufacturing
practice.

(a) The regulations set forth in this
subpart define the minimum current
good manufacturing practices that are
to be used in, and the facilities or con-
trols that are to be used for, the manu-
facture, processing, packing, or holding
of an infant formula. Compliance with
these provisions is necessary to ensure
that such infant formula provides the
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nutrients required under §107.100 of
this chapter and is manufactured in a
manner designed to prevent its adulter-
ation. A liquid infant formula that is a
thermally processed low-acid food
packaged in a hermetically sealed con-
tainer is also subject to the regulations
in part 113 of this chapter, and an in-
fant formula that is an acidified food,
as defined in §114.3(b) of this chapter, is
also subject to the regulations in part
114 of this chapter.

(b) The failure to comply with any
regulation in this subpart in the manu-
facture, processing, packing, or holding
of an infant formula shall render such
infant formula adulterated under sec-
tion 412(a)(3) of the Federal Food,
Drug, and Cosmetic Act (21 TU.S.C.
360a(a)(3)); the failure to comply with
any regulation in part 113 of this chap-
ter in the manufacture, processing,
packing, or holding of a liquid infant
formula shall render such infant for-
mula adulterated under section
412(a)(3); and the failure to comply
with any regulation in part 114 of this
chapter in the manufacture, proc-
essing, packing, or holding of an infant
formula that is an acidified food shall
render such infant formula adulterated
under section 412(a)(3).

§106.6 Production and in-process con-
trol system.

(a) A manufacturer shall conform to
the requirements of this subpart by im-
plementing a system of production and
in-process controls. This production
and in-process control system shall
cover all stages of processing, from the
receipt and acceptance of the raw ma-
terials, ingredients, and components
through the storage and distribution of
the finished product and shall be de-
signed to ensure that all the require-
ments of this subpart are met.

(b) The production and in-process
control system shall be set out in a
written plan or set of procedures that
is designed to ensure that an infant
formula is manufactured in a manner
that will prevent adulteration of the
infant formula.

(c) At any point, step, or stage in the
production process where control is
necessary to prevent adulteration, a
manufacturer shall:

(1) Establish specifications to be met;
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(2) Monitor the production and in-
process control point, step, or stage;

(3) Establish a corrective action plan
for use when a specification established
in accordance with paragraph (c)(1) of
this section is not met;

(4) Review the results of the moni-
toring required by paragraph (c)(2) of
this section, and review and evaluate
the public health significance of any
deviation from specifications that have
been established in accordance with
paragraph (c)(1) of this section. For
any specification established in accord-
ance with paragraph (c)(1) of this sec-
tion that a manufacturer fails to meet,
an individual qualified by education,
training, or experience shall conduct a
documented review and shall make a
material disposition decision to reject
the affected article, to reprocess or
otherwise recondition the affected arti-
cle, or to approve and release the arti-
cle for use or distribution; and

(5) Establish recordkeeping proce-
dures, in accordance with §106.100(e)(3),
that ensure that compliance with the
requirements of this section is docu-
mented.

(d) Any article that fails to meet a
specification established in accordance
with paragraph (c)(1) of this section
shall be controlled under a quarantine
system designed to prevent its use
pending the completion of a docu-
mented review and material disposi-
tion decision.

§106.10 Controls to prevent adultera-
tion by workers.

(a) A manufacturer shall employ suf-
ficient personnel, qualified by edu-
cation, training, or experience, to per-
form all operations, including all re-
quired recordkeeping, in the manufac-
ture, processing, packing, and holding
of each infant formula and to supervise
such operations to ensure that the op-
erations are correctly and fully per-
formed.

(b) Personnel working directly with
infant formula, infant formula raw ma-
terials, infant formula packaging, or
infant formula equipment or utensil
contact surfaces shall practice good
personal hygiene to protect the infant
formula against contamination. Good
personal hygiene includes:
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(1) Wearing clean outer garments
and, as necessary, protective apparel
such as head, face, hand, and arm cov-
erings; and

(2) Washing hands thoroughly in a
hand washing facility with soap and
running water at a suitable tempera-
ture before starting work, after each
absence from the work station, and at
any other time when the hands may be-
come soiled or contaminated.

(c) Any person who reports that he or
she has, or appears by medical exam-
ination or supervisory observation to
have, an illness, open lesion (including
boils, sores, or infected wounds), or any
other source of microbial contamina-
tion that creates a reasonable possi-
bility that the safety of an infant for-
mula may be adversely affected, shall
be excluded from direct contact with
ingredients, containers, closures, in-
process materials, equipment, utensils,
and infant formula product until the
condition is corrected or determined by
competent medical personnel not to
jeopardize the safety of the infant for-
mula.

§106.20 Controls to prevent adultera-
tion caused by facilities.

(a) Buildings used in the manufac-
ture, processing, packing, or holding of
infant formula shall be maintained in a
clean and sanitary condition and shall
have space for the separation of incom-
patible operations, such as the han-
dling of raw materials, the manufac-
ture of the product, and packaging and
labeling operations.

(b) Separate areas or another system
of separation, such as a computerized
inventory control, a written card sys-
tem, or an automated system of seg-
regation, shall be used for holding raw
materials, in-process materials, and
final infant formula product at the fol-
lowing times:

(1) Pending release for use in infant
formula production or pending release
of the final product;

(2) After rejection for use in, or as,
infant formula; and

(3) After release for use in infant for-
mula production or after release of the
final product.

(c) Lighting shall allow easy identi-
fication of raw materials, packaging,
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